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Serial No. 10/078,927 

Far: CwMi^ Depe^dml Kims^;^^ 5 

Fl^o sptoylBlioi^ of Disabled 1 

I'foriorj^il e t}o;mm i^^sioner of 
WMhinprn, DXl 20231 
Sir; 

srj Appeal fem of cldm?^ t 1041, B^IS, 32 mcf 35 of fe^ 

relMcM app^^ (piibIMM « NoMte 21, ISCS^ m FhIs. No. 2002/0172996) dalM May L 
2006> An AB:j:S50dme53t I /111 ^ndlJ2l to^ B^^ioa! Ote Aetimv ws^^ 

Mkd on August 23, 2006 m wM# spM! portion of th?^ « wms a^d tei r^I W on 
Ociofear 16, 2006 at &.e revommeT^datlo^^ of the Elec5;i'omc Bitmiass Office. Mi?w clamis 36 — 40 
were added k tf^k Ammdmrnt No action has hmn immi by EKmrnm; howmw^ it m m^mMd 
tm Ammdmm will be. entered. Ilie Notice of Appeal al» filed lor this a^lfc^km cm A yguM 
33, 2006, making thk Appeal Brief &e m Ootahm 23, 2im. A. FtMon M a onM»A 
extemion of time aecoBiimmes this Appeal BdeC extmdmg tbe due -fe- ilM^gi Of thk Appeal 
Bdef to Nov«er 23, 2004 

The fes jxjquked umler |L 17(c) aiid the reqmred petiioii for cste^sioa of fee &r one 
moinA for fMng tlib fon^?f Bod th«fe^ « gJdre^sed k aeeo^paBymg |>ape^^ 

This Imefk imismllted p iji accordaoc^e whk 37 CT>R. I L192(ii)> 



Ati'v Doekei: SJ-01--0CI3.2 



Th^i iwl pi^ity m..mtee^t in tms k^pifcsi&n is St. liM^j CMIdir^tfi^ IfespiM l>y 

ite US. Paie^i^i Oto fed/Frame 91 29 1. W0S2S (4 |)ags^$^|. 

assignee St Jmfe ChiMren^ Re^^^?ajrch l:fo^^|>iiai whk or be di meetly alfelM by 



There .ai^ a lo&l 40 claims m ihk ^0m^kimh Clams 2-3, 9, 1.2, 16-3 J ai?d 33-34 havs 
Ikj^^ qaj:jcd^:> Clte^ J , 4-8, 1.345, 32 asy. 35 sr^ ste^i r^^^?^. cMms 

36-40 wex^ »ded .m fee Ammlmmi fi W A^g^pt lS, 2006 ate m^m^i^P^ :ate;spt$ by lfee 
App^lknM to. mCKlify fte ckmi$ hm^ m xmmmmmMilm EmM^m mlM to father 



pdor rs^ecti^m are sddi^ssed feerdii fea^^d an ass^imptlcm thai &gy appIsM by 

Claims 1 , 4^8> 1 0-1 L 13-15, 32 ar^d 35 - 41) are « ^peal. ^ claim « are 



Anm^^^dmmt to m. <mm^i^f% jmh^t^ OWim AmUmmilM Mm 1 , 2006 was SM on 
Ai^ast 23, 200b and ihm reliM on Qctdbe^r 1 6, 2006 wfem.it w^p dia^^ovi^red tbat si^^^lJ iporlio^^s^f 
Hie t^>£t were mis^^kg. TMs AB^.eB<lBeM 1» y^ to in (Mm^y mm'^ lyy t^ IlKamben but 




New ckims 36 - 40 aire bmd claims^ Ssi^^ite to ^kims pr«o^ly .rei^toi by tl^e fca^miner. Ilies^^ 



,r0pj"O<;luc;<?d it^ their i^SiC*^! tonT) xtx the ^it^cl^^ a|?p^^idix* 




The pmmm kwm^m h teed the discovwy tMl tlie Disabled I proteM (Dj^I) 
is a m^bs^tem fbr cycMr^-dsspi^sn^^ kim$e {C<lk5) as^tlvity, ajMl is setetivs^-ly f l^osptorylated by 
Cdid m Yvm. Bmd mi &mMmmwy, mi mm^ to (Isstemm© CdkS aaivitv by dat^ol:bn of Dafel 
p;ho$|>haryli^iioM k provided. The as.^y is Msed ob llie ideiriifiealion af two ^erme mmao acids in 



Ihe followiiig issues 



1) Whefcr Cfeio^iS 3-6 - 38 are px^perly rqiesjted titickr 35 IJ<E.C< §112, feismi .si^ooiKi 
paragrsphsc prioi^ olS^^€? sctfej^js for ii^ciiiti^B of **CdkS'* ami "IM^r* as^ femg 

m prior ofSee actions 1m Mhm. to . fecriifee a s?^ffi€;te.t iliEpfetr ofspe^i^ to r^eito a 

3) Wteiher CteM 36, 38 aM 4() wereprope^^^i^^^ imdisr IS U.S.C §1 12, second 
pMSiigraph |>nof office acCi0ns Ibf the teoB "caBcl^daiC^ bei^g iBdelinite. 

4) Whetlier Claim 39 wm properly ^eiected urMls^ir 35 lIS,Cv § 1 1 2, s^^^omI pamg?^^:^ In 
prbr office actions as bekg md^ilnif^ibf ooMsinkg genbaa%:.ace»lo«; Bumbera. 



Fy|>. Ism. 2l}62/0ii29§0 

Wbatter Claim 40 was |TO|>erly regec^^ed imfe 35 O.SXl 1 1. 12> iii^t parngmph m 
prior office »lioBS for inserlmg ^ew mstfe mto fee disdoMM lor iis^e of SEQ 10 
M0:3 as a s:lmetiirsl ImMalioB. 

Wbetter llM am^jidmmt ibd of^ April 25, 2(1)5 is propedy oi^eotM to ^i^Kkr- 35 

§ 1 32(a), kitrodiickg aew mm^r mm Qm Sschmm of ikm %mmtxoB:.md 
mrnimmg ^Ifep^d iii^w Biatt^r kxio fee cl#m$, &us i:5:«€S$i1:i^:fcig iheir r^^ieciiaa 
this gjom)4> 

Whether cMhm 1,4^8, 10-1 i, 13-15, 32 ^i^d 3S g^r^p^pc^drr^^^t^d u^^^^^ 

§i 12, first psn^mph &r iMIw^ to q^smply wi% Ifee wrftt^a 4emip&n- r^^uiremmt. 

C:iaims 1, 4-8, 10-1 L 1345, 32 aM35 si^s^jid or Ml: together based on fee ohjeelim for 
M^Bckigi^sew matter into •s^oiicatloti :^^ tfe^ t^ee&jii tor &itee te coM|isly wl& 
fee writte #seriptto r^^u:temil 

Cllaiii^js 16 anid 3S ^ar^d or Ml teplte based lie rs^^etlom for r^itaii^m of ■ 'C^S^' 
ai>d ''Dabl " as feeing M^olear, Iml^re #scx|b^ a saffiek^t mmfe^r i>f spe^-ks to 
recite a geims at^^l the temi ''cmlid^fe seqiieoe^"* Bei% Mef^jsllte. 
Claim 37 $1^^$ or Mis aloi^e b^sedon te r^sjeeliOH fer r^^eitatioB of ''C;^^^ <5;5:5d 
'■0al>l*' as l>emg i^jK^lear a^^d; isilai:^ to femfe^ a siiMcki:^ number c^f ^p to 
redte a g^iH^:s. 

Claim 39 sferjids or &!fe alo^e Imsed l^^ i^<5ctl0n as temg iB^lefcite i)r eoEtalBiiig 
.gmkmk acices^tei .?mjxbers. 

Imng kd^feiite ^li^d imarifeg matter feio th^e disolos^jre^fc^ of SBQ ID HO'3 
as a stii^mral limitation c)f DafeL 



The terms CMS md 




m tke 0rt the tmm tim prmmt 



Tkrougl-iwi pro^^eqimoB of fee apf lkaiion, tlie. ExamiB^r .r^iii^^ted .daims recifcg 
&e "C&S^^ md bow r^preseMed by a» 36 3B, Bad^r 35 USC § 1 12, fiM 

arsd ^^€.om4 paragraphs a^seriing tfeat temis are imcte. The Examte^r has stated llmtltee 
is M> "dear deSi^ffianr of *e 'Tkll^S^ mcl ='Dal>r' m ^^ecillcMjon ^nd tough 
ttee terms may have been us^ed in the art at fee time of ike m v'^ntion, fee definitions of fee temis 
in apecificatim^ ^e Boi limited to tlite "CdkJS'' aod **Dabr' i^Iyp^pid^s tisat were Inowji k 
the art at &e time of fee iriventkmindudbg genfeanfc.^D.ce^sioB :32iSi.5 1 and 1 771 281 , 

The E^^Mfeer stated that fee speciO^aiioji Mk to define whkh of fee Duhl a^d CdkS pK5|>ettie$ 
are ?.u?eeasary fer kvchMion of a.eyclia-dafeMmt kfeMe or a d&ablsscl-l protem-wfekli k distinct 
in sequence from similar protei^j^ tlmt nia;y AMe these cfeaMCteristte^. 

Even thongh fee Ikmrner a^teowkdfM feat OabI and CdkS were- toown m fe^ art at 
the mm of filing of fee kveadm^ a;i^d Mser dmms ^??ere ?50t drawn to tlie 

Dabl or (;dk3 poiypeptides thejiiadves, lie assisrted fear fee tenns must fee iiroited to particular 
seqaei^ces to meet tfee t^qmrcrneM of defmfeesfe. 



Tter^ Is a s^trong pre^sun^ptfon fe:at an adequate written desedi^ttot^ of fee daimed 
nwa:#on is pn^sent in feis s^pedSeaiion. & ll'fer?^^?^?^ , S4i E2d. 2§7, 191 USJ^Q. 90 (Ct 
Cu^i. Fat, App. l976);.5?^e^?feo Mnniial of Fatenl Examining Froeedwe (MFBP) See. 21 63, page 
1 56j mL 1 .. To .o^^'eirome thk presmnption, tlie S^mBmer bears the imtml Imrden ofpi^aentmg 
evMet^ee or ressoM wily a person skilled m tlie art wo^ld BOt reeogriiM feat fee wrttteri 
description of fee iiwmtioB provides snpport for .fee elMms. In m Werikeim, $41 FM M 263- 
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264; see also MPEP Sec. 21 63, p^e 158, mi. 2. Appdkmm do feelie^ethe ExaBmcr &as 

tiis burden iti this case lor the reasons set fortli below a^d fee Tes|>o0ses si^teiitted 
December 13, 2004; April 25. 2005 and Sum 16> 2-005. 

The teo^^s *'Cdk$*' and "'Dafe I w^^re w#l town ki tte M as^ « tte applkaton ilmg 
date x^f Fdsruary 1^, 2002 aad ^lescnb'i^ li>tlj^ spm&M^?^ m ^mmm^mmimmA wnh &m^ 
meaaiaf s, Ifee sp^rilicatkm dofin^is ^^GdkS'^ "a prnteiiB. wi& ^i^m^s/ttewmc^ kinases activUy 

as '"an iMxaoi^ikrfar adapter protem &at h pho^phoryM^il hy C^kS miMiy and by reeliii tyroain^i^ 
kmas^ mciwity** (p, 4), App^ltots also i^^fede ge^tok acces^m mmtes iar h^msm as^d mcMse 
m the didiim iioi:^ of Bab 1 aiid !mmm> inou^e a^id mi gmbmk mcmmm xmmbem for CdkS, 
Appellants, also fee ludM Mim.em^ refei^^es m ^edSeatM arid <Mriag prosecution^ 
sliowmg prior ^^ieplife pt?blica&MS Hat desedfee properties of Dab 1 and CdkS whicli 
^irfBgmsb ihmi. from otter cyzim depmdmt kinases aad elosefy related Dal^ proteins> 

T.te# temi$ ar^ m fac-t er^alioBs: of tfee art i^sed- to de^ole> tn-.eadii case, a class of pmtebiJs 
with a ^mk|i5.e set of featm^^ llmt allowed fcem to be grouped tog esher and dlsfegmshed fmm- 
other protdBs, even ite^ Ibat are elosely related. Fyr^hertMre. Dr. Iliomas Cuxraa., a eo- 
mveriior of ihe present applieation ar^cl a pe^•'S0E of skill in the art provided expert deelaratioia 
stMmg thai ''G<1kS'', ^'DafeF' and ''CdkS seAe kinase activity'' were well toown ter^^is in the an 
at the time the appMeatloii was filed (see response filed April 2.5, 2005). Because ttee .temis 
were well kno^vi^ m the pi^ior im, m e^chaustive desoiiptioE does Bot need to be rep^mti^eed m ike 
speeificatimi and m laet is preferably onifited acc<>rd;mg.toif#jp^feA i^*^- MmiKKhmi 
dntibodm Inc. 802 FJd 1367, 13S4, 231 U.S.P.Q. 8K 94 i;Fed. Cir. If 86.) 

Appellants do ^01 5^ely apoo the primary itr^j^otore; ie> the amfe<^ ^Id ^Q^moe, of aojof 
fee^e proteins to impart psite^itsihiluy upon the elahBod compositions. iMt^ad Appellants 
pmperly rely on the faow ledge of tfeese stmeferes to Mgplemeni the deseripiOH of the novel mi 
imx>bvi o^^ aspeels of the i nventbj:^ in the speelie^tioa . Recitation of the primary str^etnre of 
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e^ch tiiember of this- group of protems wouM fee r^^duafe^ to knowledge avaiMIe m the prior an 
ajid is: BOt necessary. 

The invwtion is fea$ed' on ttm dmcmmy ihM B^hl m ^ppeilkaily phos^faorylated by 
G<&5, GdkS activity tlgl^tly coBirollml by its m^guktor* p3S, Bmfeg Gs.lk5 actmty •illH.e ult to 
d^temino b<m^d o.iilw<s?ls o.f CdkS prmmi^ Fm^m:sx<m^ ^mhsimtt which m m^mtivmy 
pho^phoQieted by Cd;kS hM not h^r^tofore MmtiiMl Tim thai Dahl is 

sped&ally ptosphwy <m sedne withi?^ a |»fermi cmdidM-e sss^-umce by CdkS k tbe bmis 
for ih<? inve^iiloTL The mventiari is moi fe^ed oo the i^oveiy or :eoiM>y;bam^^s of GdkS or Dab I, 
biit mfer <m special rdall^Mhip betw^^sa the tw^ as taught Ibr the d me i a tfee present 
applkatioTL Tim invention ckimed ii^ tfae preiser^t apphoaioi? Is directed to a mmpe .m.eCbd4 for 
detemmmg. CdkS serine kin^^^e ac5tlv% based <m ibis special it^lMiomhip.. 

In Falfe££?r v. Inglk, 2006 WL 1453040, Slip Mo. 05-1324 (Fed. Qr. May 26, 

200#) the Court of Appeals i>r tfee F^deml Cteidt (CMC) aureed with tb^ .Bo^d of Paleat 
Appeals a5:^d laterfe^renees (IM^Ai) thatlbe po;5cvlrus-ha^M^v the biglk 

-app.lic-atlot^^. w&re adsqiiatelv deseribed m4 mihUd t^m thmgh the §i>ecificatioii coiitamed no 
-poxvirus sequei^ees or specific evsample$ fbr makk%: a foxvims vacohae or the pbxase 
''mcorporaied by teffe?enee'\ Likewise, in Capon et at v.. Emar ei at. Hob. 03> 14480, 1411 C^ed. 
Cvir. Aug^t 12, 200S)^ tbe CAFC^ i^eversed the BPAi lom^d that elaims to cMmeric ge^ies 
compared, of pies^ea of fexjowB pnes did tmi t^fmM^ lim kmmti^m m^^mmm to satisfy 
the writim desmplion-r^<j-dremait 

As Appdfents- hav^ argiiecl m tim pwmA cm^ mgm&ing fy^ mm^m^m of ''DAF' 
*'CdkS" soqi^encsss, tho CAFC Ibimd that sit Ib^ -iime of Mpg-of lbs? who^t feglis ^pKc^do^> the 
poxvirus genoiJio was woll knowTi to ihom of ordJpary #ii bi lfe« ^ ^^idmeesl by pufefc#on 
•ofthe ge?5ome m pvofm$xoxi^ journals. In -view of the well teowja B^tee .of tlie-.p0Kvki5^ 
genome, i^either the BPAI or tfee CAFC foimd it Boccssary the ap^lkaat to mcoipome the 
well kHown poxvirus genome into the specilioadoE-fey refkwe or otherwise. lodeod, the CAFC 



femiliar adage ifeat ''[aj patent aeed Bot.teaek «d pefeally omits, wkai is well ImowB m th^ 
art." eitmg Spec^m-Fkysic^. Inc. k G^herenl Im^ m W2d 1524, 1534 (FM> Or. 1987). I1ie 
temiis-'1M> I aad ''CdkS'' w^r^- well feaowa in the m at tte time tbe p^se^t appic^tioe wa:^ 
filed a»4 acc^rdmg to tim tmmnmg: u^eci by tite <3AFC m faikner v IngMs Capon v E$har, 
^dequateiy describ<^ the inwmlosi in compiaMi^ with 35 |1 12, fim and $ecand 

paragmplis. 11>^n5imjs Appelfemts respecifelly ^jifemil llM pi^e^lops s^ieclloBs mide ijisid^r 55 
use I 1 12, irst and seotmd ps^Mgraplis Impro^per aad slwld mt 'te .^pS^i to b^w claims 36 

ii jii^E? .sp?dw <im mprmmtMh^ jmi^s* 

Examiner's ;Argume^^^^ 

Ib |)nor Office Actians, tfee E^^aB^i^er wfeetM eMm^ 3S | 1 12, first 

pas-agraph for Ikitee Is) descdbe a $:ufiem#. iiimiber ^f-^pscfes- to ^dte a g^mrs &r CdkS er 
Dab I . The Emnite asse^ed that the pnera encompass wi defy vmaM species wife respeol to 
Btj^uctJH^ that the th^e^ ge^baiik nos. provided fer GdkS ami tw^ geBfeaafe uos. providod fcr 
Dabi w^!^m k^sijilleiem representatives of tke pM^. Tkc E^amE^r assert<^ thai atfeer than 
two rcp*esmtatiw speoies of Dab 1 polyp^lide^, tbe s|>ed&ati« Mled to dk-etee a?iy otte 
addMoiml represeDtati ve speci es of fee gc3mi^> Tli«) iK awMr amM^^ tfeo diselos^ir^ of 

the two represciitati¥e speeice of B^bi pelyp^ddes is i^sdloi^i^t to b^ Mpe^Si^atative of the 
attntetcs aad fetyres of all sp^ciei <??^ec?mpas;sed by the reeited of Kfel pol;j;|5eptldeB. 

Tfee Exammier miiiM^imd timt tlie alfeg^d novel it^kttesjfeip -eiaimaS . fey App^lkots, 
the pbospteryMkm Bs^fel by GdkS, Im$ mi hmn ^hown all. orga;oiaBS that express ''CdkS" 
ar^d "Dahr' polyp^sptides. The E>camkor asss^ed that ther^ k mo dkeiosare thsj speeiScalian 
or in tl^e prior art of a st^ctw^-fimotioE oorolatlom between fee memfeei^ of the ^^spective gemis 
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of Ccik5 or Dafel poiype|>tia§^^ siscfo thai the meT^r^citati<M of 'CdkS^^ or "Dab! " of skill 
can visualize &e stoic-tur^^ o f all of tte i^spes?tive gemia. 

scope wMi fee protetion nought .mu:$i ba ^ipported W evMm» or m^^ops siibst^mtl^ the 
doubts S0 expressed/^ & ^-^ i>mfe-^%5^^^^^^ i^?^^^ a^?if^A^3f^^^^ 181 IJSPQ 46, 47 (Ct €B?^t. Bet. 
App. see aiso In m WrigM. 27 USi?Q2(l fSlft ISO (Fed. Cfe 1993); 

^n>jdrj^te;18S USPQ 1S2, 153 (Ct. CusL & Pat A|ip. 1 :97S)ii>s J^>wm, fSl USI^Q 48 (Ct. 
CiM. & Fat App. 1974); h re Eawkim, 1.79 USf Q 157, 1 6S fC^t. C^st & Fat 1973f Even 
at &e request of AppeiiaMs ihroug|¥5ut pxoseCBio^i^ the Exami^^r p^vided ^-^0 scientific miii^^ri^il 
or evidesitiary §^|>^$t fer tfee »eitfeii feat Ifee disclosed CdkS^Datel i^lsitknshl|> Is peomM^ to a 
singlo spedes. M. tSie absence olsiioli suppon, Appellaiits s^teit that the Examiner has Med to 

Even though iMs .re|ecik>a. does mi imd to be allrmativelj? i^b^ttei beca.?^s^e itis not 
supported bv any evidence or reasoning, Api^lants ha^e e:^plalned the wWkg mtee :of the 
di$clo$isre for all 5?pecle$ tbat harbor GdkS and 0abl proteins, E:^aMple I of llS;e speeific^albn 
provides ?ie$ult$ oMalnsd m a moase mod^t, wMdi show CikS $pesifea1ly i^^^splmryMes Dabl 
alseri^ 49L Appellai^^s pi^vided evidence pli^sphorj?lMioiioB serine is 

CdkS activity^dependem in a rat model as well Appellants also ptovided seqi^ence allgmnems 
Ibr iBOUSCx rat a^ humaa Cdk5 md Umi (wfefeh wet^ alf in the pisbhe cloniafe at tlie time the 
p^e^ignt ^ippKcation was iJed) $howmg Ifest tolfe protd?^^ g?:e bighly <:^ons€5rve<i smoniihe tbree 
species. Appeltetg also sbowed tbelM?! ^equmae al%mmt bemwn. moB§s^-^ni k 96% 

Ms^tieal rsioijse ai^d dog is 9()% Idenlical. roo^ise and biM k 8&% ide^^fieal, mo^^se aod cow is 
84% MeBtieaJ ami mouae and zehrafish 66% identkal 

Appellants have provided e^camples for two represe^^tatj ve specks ar^ri bave provided 
suppm.shcmiBgtot Dab I aid Cdk5 are highly tmmrmd proteim k n^aay different species, hi 



Faikner v. Mglk, ^^^F,3d»"^^, 2CM)6 WL 145304% Slip Mo. CiS^i324<M Or. May 2$, 

A claim will BOt b.e mvBlidaied os^ seotion. 1 12 grou?i^$ ste|% because. ^^mboiim^jBts 0f &e 
sp^?€ vfie^isti0n do :$^0i ^^;:^nt£ife siXB^mpl^j^? e?Qpficilly co^^sd^^^f &il scopes of Ife^^^ claim I$v5:igmgi5^. 
llmt is teau^e the patent spe<?ilk$vtio5:i b writer? for a person of skill fee axi, $ucfe a 
perso:^ C0mcs- to the patwt wife fe^ -knowledge of wliat Ims oome tefore> Fkc^d m timt eos^text, 
it is i5m^«^c^6$ary to spell out ^vmy demil of fee mv^ntioJi m the sp^ci6caiimi; only i?:noiigb mu^i 
be .mc:&cled to convmce a pa-^OB of skill m tl^e art ttet &e inventor pos^esi^ed .fe i;n:v<?utlaH a?$d 
to ensibte mch pi;;rson, to msife ^nd os^? fe^ kwes^&m wi&e^i£t ^^)due exporfeiexttaoos. 

specilloatlon 01 the MgMs .app-lioatkm. IfeoosM ot>-tepwims; it did aoi show jspmfe 
exm^ples of th0 ckim^d 'mventioa as it reiated tp .a poj^vias. Ho\¥ev§f^ the CAFS Md tfeat a 
per^^oB skilled m the art was capahle of takiiig the ckimei mvei^ti^n a:o4 a|>pl5iog it to a 
poxvirus. Ukewis^> a persoii of skill in the art, would hav^ beea able to idmtlfy a Bal>l mid 
•Cdk5 pit>letE Ifem my desired species and d^ie^rmioe if ©ahi was phosphorylated ob a. serme 
within a preferred sef ueaoe as tadglit k d)^ prese^it api^lloatlo-o. 

Halving sli0W:n eicamples of ho w sp^eiSe Pal>l pl^os|iterylatbtioao fee asM as s proxy for 
Cdk5 activity in r^e^presentetiy^ sped^% and shm^feg tlics-^ pmJ^iimare y^ly-Mm^n^^ ai^mg 
species, Appeli«s; sotoii fat obo of skill k art wopM have oo prohloim u$ir^ feis nic^dKxi 
to deteet the activity of ^ny CdkS witMn (Mm species, McoMiiigly, Ap|Kjllai#^ 
suoroitthat previous r«^|e€tioas made m^der 35 | il2> feat paraapiph ibr tailwe lo 

deserifee a suMcie&t niimte of species were improper $MmM mi l)o applied to new claims 

C ?lf^i^? ^^pr^enmi M^mrt^^- k d0BMe 

The Examiner refected prior claims, fm use of the teMi '^eanclMate seqiimce prefeted by 
cdkS aetrvity- imte 35 DvS.C. 1 12. soeand paragraph a$ feei?5g i^defeite, llie E:^m^Mnor 
aeknowkdgi^d ifee deSnitim of th^ t^OTi ''o«lidalo mqmm^^- at pa|p 5- of d^e sp^^ifeatim 
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H<>w«Y«i\ iim Exmjiimx ^^md Ifels delMliosi provite m mdkatlo!$ as to tfe scope of 
cmdMata sequ^in:ce$j ihM ar^ '^prefem^f' by ''edkS activity'' aj^d that tlm^ term x^mamcd 
ind^&tite. The Examiner mamtmed ikM thk term ijs md^^gsiite m view & ioddloitmc^s of 
the lerm. *-c:dk5 ^€ti viiy" aid that fee to^pe of €J:^Bi!idate seqa^?:?ee?s m isiD^ iM ar^- *'pr^lbrr^** 
by €dk5 a^tivhy; ft k m^clw &mn ^m ^pmilk^xm m^d %u cMms m to wimikm all sequences 
that have a serine f bite wed by prolme at fee -fl position a lysine in Ibe t-3 position ^ps thos^ 
that are *>.mfm-ed** by a **€dk5 actwit/* or whether oply a mb^et <>f tho^e s^gsqnences that have a 
serine followed by proline at the -f l position mid a lysine in the 1 3 positio^t are meant to be 
eti^compass^; as b^mg ^eque^ces tfeal ai^ '^pi^feixfd^ by **e<lk5 aetmly?* 




Appellants maintain that tiie s|>ed&-atm^ speeifelly detes-a ''eandtdate st^pme^** a^ a 
•se<|aeoce of a^nino acids which contains a saiiie Ibllowed bj^ a.profe k the 1 1 positioj^ and a 
iysEae to tbe |>o$ition, &^ amm? bekg a prs^femsd $ite for CdkS actwly (Soi>gya^^^get ah, Mnl 
Ccill Biol, 16- 6486-6493, 1996). Songyaag M al. teacb timt this seqi^^^ioo is a di$ttoct optimal 
peptide siibstete fbr tfee Cclk5 M^^as^e. F^3thronoT^> m page 20 Imea 8- 1 S of. the speqifieadm 
App^llaate predicted murmc^ Dabi serines 491 ami 515 to be CdkS ftoplm^iatioB sites based 
OH seqiia^ce aftalpis md then condncted oxpmtnents to sbow tl w pre<11etion was true. 

Appd.iarit$ have ^sbow fe^ teons ''CdkS*' md ''BAV wero well defined aM were wdi 
kriowH by a person of skill m tfe art at ttm tifee of ilkg> 0fe 'ft ^jnas Cimm^ a civfevmtor of Ibe 
•pr^mt appiioation and a pemm of skill iii th.^ Mt aiated in Ms expert .d^feratkm Sled k the 
A|ml 25, 2005 reapoi^^ that "GdkS gms^e kinase activity-* was well mMteiS^lmnl and n^ed 
extemivdy m tte art at the lim.^ the application was Sted. 1 wa^ wdl teowtn k. tfce art IbM sonne 
kin^s^e a^:;ti vity Balers to fee afeiliiy of a pmtam (is^ this oaso CdkS) to phosph^rylate a serine. A 
person of akill in fee an knows fee meadng of "cdfcS serine kfease activity*' and the ^§ei&atl00 
deSr^^is wbat constitutes a candidate sec|;tience in a manner that allows a skiOed amsan to 
roalinely kieMify mseh s^<|naices. Appeltete dlse^^s tfeo 4dMiioii of a candidate $eqiience »i 




11 




ahow "how ifeey determined Ifeatthe sednm within the two eaadidafe ^q^^fflos^^ ibmd ixi tte 
camoxy temrkml domain of Dab 1 were phospho^yMed by cdtS serious kiHa>se 

Appeltete mspectlMly s-ubmit &M:reJ«EC&iis mmh mdm 35 USC § 1 12, second 
piimgiaph w^re knpropw mhI sfeoidd noi fees applied to- 4% itw coffee ien^ \^apdl4ate ^qu^ce** 
m CJkims 36^ 3i and 40. 
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till 

claims, Appellants ask. that the usi^ of genbank mimfem he allowed k this insiajice where the 
^e«|aenee itself does mot go to tiw heart of tti e mvaitiOB, but k simply BsMM -Mkmatioji Ibr 

Iii a copy of tfe^ r^dsi^^i^ history Ibr Ai^c^ssioii Miiml>£r X 76 1 041 pmvided by the 
Exammsjr m the Office Aciion dated Ai^gusst 22, 2005, ^ael^ diElB the aeo^^skm mmife wa^- 
revised k clearly ^howB, Fusthermom a Hak is provMed M that one ean revievv tbe comtemls of 
the ^^ecessian iai0Ai?f for each, date prior to a revision, Sm.e;e a person or skill m the art knows the 
glkg date of th^ prx^sml: spplicatloB, that pemn e?m e^^% aeces^ the s^g?^^ce m genhank fet 
wa^^ .teowH at that time, Tte^t>ri^> the me of getibmk aeessssion numbers m tte ckms k elear 
a^d defimte. Furthermore, auy ehajiges thatmight be .m.a?^e to thk se^^eace wo^M i^ol he 
expected to ehai^ge the dmaeterktlos of the GclkS o r Dah l protei as which are im|>ortaHt m the 
eonlext of the claimed i j^^ventkm. 

Appellants respectihiiy s^ahmit llmt rejeeti^MS made imd^r 35 USC § 1 1 2, secood 
pai^igraph, based mi tlie assertion that the ^ae of geobaak mmfe^m re^iders the cki^B iadefeiite, 
are impiroper smd j^hoald not he appMea to CMm 39. 

hi m attempt to addresa the Bxami?5er% reieeh^^ of pre^^jous oksiB^.sta&g &at a goml^ 
Te(|ijirea a precise definition, »h as str^^eture, lormula or ehenikai oame of the eisimed sah|eel 
matter- to siufOcimtly diatio|ii^sh it imm other material^ Apf eliama ame^^ded the elaims? ie 
regtsire that the I>abl pj^otem inekde SBQ ID MO:3; Siipporl fer SEQiD NC>:3 c^m he fotimi oo 
page 3, Ikes 25 - 29 arid p^ge 15, lines 1647. 

Tile Examiner .reJoc$^4 fc cMms that iHcorpoi-ated SliQ ID NO: 3 as a struotpral 
Imitatsoa Ibr D^bi proteias ander 3S UvS><l 1 12, fiot pafagraph for Imerlkg i^ew matter. The 



Curmn el a/, 

Ex^tMer .asserted. iMt while the <lisclomre pmvite .wpimrt i)r peptMe .^f SEQ ID N0:3, it 

felfe to :suppori the recked gems of Pabl |K)lyp0|^ides eompdsmg SIQ ID M)-3. 'lie Examine:^ 
.m^iitamed tkatwMle all members oftfe^- gen;jis of Dabi poljf^eptite- c^oimpii^ testructool 
featire of the 14 ammo add peptide of SEQ ID M0*3> this siri^ct^^l .featar^ does noi comtiiuie a 
■■s\#staMia! portion'' of fee geau$of re£?M IM}\ poi^mplMk^. "fkm, ^ EmiAm mmm^nid 
the specificaiiosi .MM to ^mxmmiy §^m&m iht claimed mvmtiosi. 

SEQ ID compme^^ 1.4 mmm tmd m &e c-tarmipsj poriiori of the Dabi 
piroldn m "sssYml diffemt ^ecks ine mk% mt$,- hmtms-, feirctej <log$ cows. BtolefeB 
v&i?r &at^ Dalsl , even olosiely .related piolem$ sii:cli as Dal>2, do Bot sbaiie Ihis .mpieaee, SEQ ID 
MO:3 m p^vided as a ccsmii^Ojn steictual reler e^se^^^ Ae gg?nus of IMj^I proteim to s^ipptement 
the dbMjigisistog imtw^^ of Dabl neM m fee ti>eeifieatl<>£?. A peptide teyfeg fee. seqaei:^ce of 
SEQ IB NO:3, as shown, m fte sped&atioii, was used as m «tip^ to generate m aatibody that 
bfedis to. DahL The U:se of thm peptide a^ aatige:^: reveals to o^ie of skill the art tfea t this is a 
^tjqamce- feM is charaeteristic- .of Dab 1 ani^i^efel. im MMm$mklm$ 'Dnhl tmm o&er i^rotems. 
Ttee&re, i^ielusioa of SEQ ID H0:3 iE fee claims as a leat^ii-e of Dah I is MIy siipp^ded by 
the speeilicatEot^ and is ?^ot new matter. 

Appellants respeet&lly submit that the ^eieetioi^ tmde under 35 § I !2.> first 

paragraph, for kserting rtew matter, should r^ot be ai^plied to Claim 40 > 

K l>?#i£?^cl^j^ i^OT^e im0rmMm]^ kiwed on gmtkmtk mm^smm MMmkem im 

The BxamMer objected to fe€ a^f^eodme^i filed AjMl 2Sj 2805 imder 35 tlS,G. 132(a) for 
i?)trodaeiHg new matter into the diselosia^. "Flie ExaB^ii^er assorts thai aeeordmg to MP:EF § 
C>08.01(p) ioeosporaSoB fey ro&rejiee of mateoal ki a.-iicm^'patot d^eiiawM %uM-be set. fenfe 



the s|>ecilioati0B and must: (1) Exjptm a .ckar' mteBtt<> kcorimmte feyxe^mice fey uskig the root 

words '■mcoFperaU^s)'' ''r€:lemuc;€'' (evg., ''incorporate) by refer^^iice''); and (2) Clea^ly ider^tiiy 
the i^lferesK^s^ pat^s^t applied or pubicatim'' S*^ 37 1 I .S?(bi. Fwth^mwe tfe^ H«sam«?r 
statp tat MPEF 1 60Si)l(pj &rtber states, *|i|f a re&trmce to a d«>€^meBi <l0es not 
indk^te » jnt^^^d^jd I^^co^oj^sMot by re^^rmm^ e^mmkmtmi will proceed ifim immpommm 
fey :i^efe"^o;^e stmemorsl bo§^? m<i Gfloi? will m^i. mp^jocl re^our^es fryiog to 
d^termms? If an Incorporation by refe?^ic<j was l^iUmded.*' 

Tlie E^^aa^iw .rejeete^ (.'Jltkm 1 , 10-.1 i^, 13-15, 32 ^^^k! 35 Mfe^g ib oomply with, 
the writte (kscdp&B .requirement. The E^^cammer asiserts that ft e e|ate(s) cmilain subject .matter 
which wj:^^ not daMrfeed feilhe speaMle^tioiiit m sueli.a wiy.as to reaiso^ably corj^ey to o^e ^killed 
in rfee reievaot art that the m¥ei^ ior(s), M tfee. time fte api^iea^oi^i was Hied , had |)osses^$ieB of the 
claimed .m vmtimL 

Prior to makiitg the present ol>|ectioi5 «l i^|€ctl«, Ifee E:?^OT^^ef pwiously deterr^ked 
that SEQ ID NOs: 4 mid 5 were .kteEded to fee mc^tpdr^M by mi ihe moiiisioa 

of the a|)|)r£>prMe get^ank immfessrSv 'Jfee ExaiBmc^ wICMi ew ohfe^lloE iii- tbe August 22, 
20(i5 Qffiee .Actba, statmg thai the disclosed QehSarkk Accession MniBbcr in tlie ^pecifieation is 
coMidered to be an mfeermt "moorporatioa by relferex^ce^*,- aad proceeied to e^^amine ;c1.aims- 
hase(| OB the mclu$i€«i of SEQ ID I^10;4 (mou^e Safe I). Cte page 9 of the Office Aetia-n dated 
Febniay 21 , 2006, tte Bxamiiw sIIowm a claim that im^oif oratsd SBQ ID ND:4. md mMmi^i 
thai 2 otfeer eMms> mm &mt io^^orporated SEQ IB M©;4 mid ar^other dmt ineo^porats^d SEQ ID 
N0:5, w^uld be allowed if writtea in Indepe^deM form, Bawever, iri the OSi.ce Aetio^i daled 
May I, 2006, ihi? Examiner reeoHsideted tim d^t^mmmtim mid rejected the clairn^- ciliag 37 
C.F.R J 1.57 and MPEP 1 608:01 (p), ll^e Bscaminer a^seried the origiBally filed disclosi^re does 
Mi pmvide rapport for SISQ ID NO:4 aadSEQdD wIMi - are mcluded m Claims 1,32 mid 
35 fe<^sed 00 the .facl that the KK>t word^ %co?p^rate*- aBif '-refer^Hce" do boI appear in the 
s|5^d;fleaiioo. Aecordifig 1^ die EK.<tmi»r,. e^m Ifesugfe tbe feBbMsk «ee^$fea Biimbem are 
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in^lMesi m the deSniticm of D^b I , Ms is ksiillcl^nt siJ|^poi^ for kcorpwatmig the s^^^ieeces 
associated with these accession i.mBl>ei:s (i .e. SMQ lO NoSv 4 and 5) beaay.$e Ifee spc^ciicaiiou 
does Bot specifically stale the aecessioB nurnbm are to fee meotpomled l>y relfereiiiee. 

Appellaiits respectft^lly &e pr^cefeg ol^gectiea «d rejeotioB of the Claims. 

Tke r«?iuktion ciud to mppoTt thh v^^c&m^ 37 C.F*E.|I S7, wm Mktet on S«pf2l-,. 2004 and 
■b^scame efibative Oct. 21.* 2004, well afer &0 Feto^i^y 19, 2002 Steg dMe of tli^ pr^^er^i. 
app&^mon. Ftsrth^rmote^ MFEF § 608.(ll(|^| M>t amei^sied uMil Oot 21 , 2004 to incfcde 1h^? 
I^gu^ staled m feo aoove ofe|-ec|ioii fey the JScaipim. A p^leM a|)|3lka:d;0in ssho-^ld »t fee 
fejSt^d feilinii^ to adhere roles eslafellsfeed wdl aller 1M lilm^ date. 

However, eve^ if Appeliaj^ts are l^eld 10 IIms Ssiandtfirds 37 § L57 (g;)(i) does aitew 

correction to C0mi>iy with |>Magr£j|?li. Cb)(l) of tfeis sec^Oon if tfe appllcMioji as fiie<^ clearly 
oonveys an mfem to ioooipomte fee matedal by reffej"eiiee. 3? C J\IL § I. .57 (|X2) stales tkat [a| 
mn^t\0i\ to oempiywitii paragraph ofihis smtim is p^smift^^dtif/mMerM thm was 
gviffidently described ie m^iq^iely kfeMil the <tei:m0i$t 

Oi> page? 4, Jfe^es 24-25 of the gpaeifieattei, Appella^ls speeiioaliy de&e Dsfel proteins 
m ixkclmimg. .fmimm fmm gmkmik aooe^ssioo T^mil^m . 32SSi$ 1 -md 1 771.28 1> As 
Appellajits argued earlier m its^ response dated Iwe 16> 2005 to the E^arriirie^s assertion made in 
the Ad v^isory Action maikd May I S, iEolndii^g liese pnte^ as pad: of tiMs 

deSmtion of Dal) 1 refleels Appellanfe^ mtmt fot-^mi^ piMimiiom to he iECOfporated by 
refe:^nca, Appelte^ts also indkated d^^iing pro^emkn Ifeat tl^ seqqei^^ees kc<>rporated mto the 
specification we?e the sequences Ibimd in the pribaaik accession mn;jhers the time of filing of 
ffee application). ThaSv Appdknis have felfiJIM j-eqpirs^tmsiits of 37 § I J7 and (g)(2). 

iigf-jt of ifee sirgumeMs peas?nted above, Appellanfe h^ve overcome fee ohieetio^i sbcI 
reieetioa of Claims I., 4-8,, 10-1 1, 1.3-15, 32 aad 35, 
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For the 1 breg^mg reasoM> A|)pellams believe tiat #e Ex^mi^w's^ i^^tioB^ of Claims L 4 - 
8, 1 0-1 1 , 13-15, 32 and 35 - 40 are erroe^ous ami reversal of aS ouMandmg rqlecfiom k 
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Clldm 1 A. method &r d^tectiag cycKi^ depeads^t kkmse 5 CCJdkS) semie kiiiaso ^tlvlty .m. 

a biological sai'Bple, wfeich msiiod coBi^nso^ dctetminkg wfeeth^r Disafclod 1 
pix>tafi (Dabi) m said s^ii^xple> is phosphorykied 00 a. sssn^e sd^ct^sd Mm l^te 
group cmsistiog of a-.s^i:me m pmtkm 49! of th<5 p^lj^^ptide ors^o&d by SEQ ID 
N0:4 or SEQ ID NO: 5 and a.smiie M positlari Si 5 of I;Ih? polypoplMe ^^oded by 
SEQ IB. K0:4 ar SEQ JD Md:5^ wk^rdm phosphorylation c^fDsl? I pii- said sm^i* 
:byic<3f.tes th^ij pmsc^nci? of acMw CdkS Ixi saM sa^^ipte. 

Cla?m 4 Tte in^ifeod of ckim I wfeer^im sdd We>|o§kaJ sj^mple is isolated fem 
orgSBissm. .ssd^^ited from the gro\^ coBsistkg of M^o^ise md hrnxmi. 

Cimm 5 The n^^t^od of cki^n 1 wfee^^ia said yologio?^!! ssMple is isoJMed fmm. tfeo gro^ip 
ooosisiiag- of hmixi m4 blood. 

Ckim 6. The meCfood. of claim 1 wherek sdd yological sample is isolated fe)M a eel! 

Claim 7 The .mMhod of claim I wbemn said Dabl pliospterylMicm oooot in vi^o. 
Claim S The meinod of claim. I which compdses iimimiq^roeipMiig. said Dab! from 

said blologfeal sample priar Co said delermlBing step msiiig an antibody tiM y nds 

to Dabi phospl-sorylated and yaiihosphofylated oa said scrme. 
Claim. .1.0 The method of claim. I whereiri Dab ! phosphoryktioB is dctemi^ed issmg an 

antibody tliat bimis to Dab i oiily wfeM it is pio$pkoryist€d j^ld-smm 
Claim. 1 1 Tli€ method of Olaim 10 wfeerem ^i<l aMiljody is. m^d ^faiMt the polypepfkfc 

fragmeiit TFAPRQSS(F04)FSKSSA (SEQ ID NO:3 whfefe cositaim a phospham 

.gToop im. the S^^ amm.o acid). 
Claim 1 3 The metfeod of claim 10 wteem said aiMibody ls polyc lomL 
Claim 14 The molhod o f claim 10 wfeck said antilK^dy .k monoclonal 
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Claim 1 5 The mefeod ofokki 10 wteem Dafel ptosphorylMfe?^ is cl^tmninM mmg 

assays, in situ immimmsB^^^ wmMm bkM, pmdpitMmii wmumm^ .aggMteMkni 
a^ays:* complemgmt fixation ^ia:v^* itmiiOT^oltuomeei^ce assays, f^roldii A 
assays. immuB0<^tel»pfe0r^^sis a^saya,, mass speclmme^tQ- and ^ilfeody array.. 
Cfeim 32 A method fer detecting oydm depes^dem kma$€ 5 (CdkS) serine kfease activity in 
a biological sample, wfeicfeiHclliod oomprisos fcmBUBOpfmpiia&M of mouse 
Dd>l ^^icodcd by Ifee sequence ibith m SBQ E) 1SI0:4 fern smd biologfcal 
sample; camactlBg &o ^mBioBO|)i^edpital.^^<il>afel wiita phospMam&ody 
generated using SEQ ID 'H0:$ hmmg a ptephorylaf^- sm^ie at position 8 of 
SEQ M> NO:3 as aa aMigen; detceting bipdii^g of fee ptospfeantikxiy to Si^riae 
4$?1 of said f>abL wherein Madbf of tfe ptesphoautfbody to smoe 491 of said 
Dabi in s^oli biologioal swiple Mdi€5M^^^;diie jm^^^m^e of CdkS $mn«^ kinase 
activily in $aid sample. 

Claim 35 A meliiod for deteotmg cyeliB ifepmda^t MuMe S (CdP) smpo.kmgise activity m 
a biological, sampte, wMck method comprises immunopre^ipilatioa of femau 
Dabi oneacled by &e se^uewe s^t lorife in SSQ ID M0:5 Imm said biological 
•sample; contecting fee immi^Bopredpit^ted Babl with a pfeosphoanlibody 
goneraM -usmg' SEQ ID MO;3 Imving a:pte^teylatel sedn^ M posifc^ 8 of 
SEQ ID1^0:3 as an^dgm; deteefeg Mndmg of the pbospfeoa^^^^ 
491 of saM Dal>!, wtecm binding of llic pbosphoanibody to \«$omi€#l of said 
Dab! In such biological sample fedicates the presei^oe of C<lk5 serine kinase 
activity iri said aample> 

Claim 36 A mothod. lor detecting eyclin deper^fcl kinase 5 (Cdfc5) serine kinase activity in 
a biological saBitpfe,. which method «?ompm«$ d^n^msmfeg wh^fer the ^arboxy 
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a serine wiihm a CMidklale s^ai^ee prefemi bv cdkS aetivitv% wlier^m 
ph0!^pho:r>1atkm <>f Dab I cm said serrn^ .bdbate the|>m^t^ce. ofaei"V^ Gdk5 .m. 

said Xi^^mpk-. 

Claim 37 The melhod of claim 36 wbema mM. .sei^ne k detected from tW gl^op mmistmg 
of a smiie coiTe$poii#iig to positloB 3 of OSSFSK (SBQ.ID N0:1), such position 
bekg deteoBm^d by sllgnm^m of Oabl wiiit refemo^e to ami» sK^id positions of 
SBQ !D NO: I ^Bd ^ -smn^ al: po^lioii 21 of SSASH¥S©F^1^DPIFE^^ 
CSEQ 10 M0:2), swfe position l>^lng dstermioM by alip^msM of Disfcl with 
referei^ce to «po «y posiions of SBQ 10 M0::2, 

Claim 38 A motho^i for detectmg cplin 4ep<^?^dofjt kmase 5 (CdkS) .smne Ma^e aetmty in 
a biological samplf, wMob m^tod eompd^e^ myinanof rocipitatioii of Dafol from 
said hiologka! smHpte; coi^ta«?tmg tibe inmoBoprwipltstel Babl with a 
pliosplkiaiifeody g»?rat^ i^^i^g SBQ I© M0:3 fesvipg a phpspteykled smao ai 
pi^dlion S of SEQ ID MO: 3 as an aBtlgm; d^t<xmBg:Mn#ng of th^ 
Pikospho«tibody to a smpe wilifc a can^lMat^ soqi50^:j5£f pi:^&si^d % c^dkS 
activity m Ite eaifeoxv tennin^l domain of said Dab L wlMrein bindm^ o f tbo 

V ^ ..... . . 

ptephoe-^tlbody to Mid ^mn^ of ^d Bafel ^^sjl^biolopoal sainpk indi^ 
the presence of Cd k5 serine kms5^>e aoii^ily in said aa?Bple. 
Claim 39 A mefeod Ibr detecting cyj^lm clep?S50de5:^|: ki^ms^i S (CclkS) s^^rine Meagre acti vity 
a biological Mmple, wfekfe methM comjpme^: d^tm^mii^g whetter .Dka^>led 1 
pK>ioin (Dabi ) m imid sample ia pl)ospSM)rylaled m a ^eriiie s^elcctM. ikm tte 
group CQnsktm.gt)f a serine co^TCSpondrng to po^itlotv49l ofth^ amino Bcid 
soqueaco ei^codoci isy the nucleotide $c^pen^e of GmBai^k A^c^ssion ^^^im^fe^^r 
1771281. a^d a.aeriiie corresponding to position Sl§ of tile ammo aeM seipei^cc 
eBccKfed by fee md^oikfe s^i^mce of Cit^j-tB^ic Ac€o§akii msmber 177 1 28 1 , 
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CdkS in said sampte. 

Claim 40. A niethod for deta^tiag cycMn d^mMmA^m^ 5 iCikS) mdxmMxmM act? viiy M 

temmal toain of Disabled 1 (ISabI) protem c<>mpds^ii^g SEQ ID NQ:3 k ssdd 
sample is pfeospliorylaited a seoEe witlim a ea^ididale sequence f tefeed by 
cdk5 kka^e activity, wherein pl^o^pfe^i^a&r^ of Dabl said imikales the 
presence of active CdkS in said s^i^ple. 
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